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DETAILED ACTION 

Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1. 1 14, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office Action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 02 November 2006 has been entered. 

Response to Arguments 

2. Applicant's arguments with respect to claims 1-26 have been considered but are moot in 
view of the new ground(s) of rejection necessitated by amendment. 

3. Additionally, because Examiner will use 35 USC § 103 rejections throughout this Office 
Action and some of the same art cited in the Office Action mailed out on 03 August 2006, 
Examiner respectfully disagrees with Applicant's repeated arguments against the 35 USC § 103 
rejections using the In re Lee case law and "no legally sufficient motivation to combine such 
references has been provided." In response to Applicant's arguments that there is no legally 
sufficient motivation to combine such references has been provided, the Examiner recognizes 
that references cannot be arbitrarily combined and that there must be some reason why one 
skilled in the art would be motivated to make the proposed combination of primary and 
secondary references. In re Nomiyal, 184 USPQ 607 (CCPA 1975). However, there is no 
requirement that a motivation to make the modification be expressly articulated. The test for 
combining references is what the combination of disclosures taken, as a whole would suggest to 
one of ordinary skill in the art. In re McLaughlin, 170 USPQ 209 (CCPA). References are 
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evaluated by what they suggest to one versed in the art, rather than by their specific disclosures. 
In re Bozek, 163 USPQ 545 (CCPA) 1969. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the Applicant regards as his invention. 

5. Claims 1-6 and 24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In claim 1, the phrase "including one or more helical drive 
grooves" is vague and confusing. It is unclear what includes the drive grooves. Is it the piston 
of the helix or a combination of both? 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office Action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 
(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the Applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the Applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

7. Claims 1-6, 8-12, 14-17, 19, 23 and 25, are rejected under 35 U.S.C. 102(b) as being 
anticipated by Scheiner et al., U.S. Patent 6,212,434. 

8. Regarding claims 1, 2, 8, 14, 15, 16, 19, and 23, Scheiner et al. disclose a lead body (e.g. 
Fig. 39, element 900); a conductor (e.g. unlabelled coil located within the lead); a piston (e.g. as 
shown in Fig. 39 herein below element 922 (collar) and designated recess); a fixation/active 
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fixation helix supported by/coupled with a piston/along a first longitudinal portion of a fixation 
helix (e.g. as shown in Fig. 39 herein below at 970 supported by the designated recess), a drive 
mechanism including one or more helical drive grooves (e.g. 920, external threads; column 27, 
lines 55-56); and a housing portion (e.g. 924) including a guide disposed on an inner surface 
thereoffguide extending from an inner surface of a housing and rideable within helical grooves 
(e.g. 926, internal threads; column 27, lines 55-56) allowing at least one of advancing or 
retracting of a fixation helix relative to a lead body (e.g. column 27, lines 36-37) and adapted to 
interact with a first portion of a fixation helix (last limitation in claim 15) (e.g. Fig. 39 shown 
herein below where 970 interacts with the designated recess. NOTE: The helix interacts with the 
guide through the piston. It is noted that the claim does not say that the guide interacts directly 
with the fixation helix); rotating a fixation helix (column 6, lines 63-64); and longitudinally 
driving a fixation helix with a drive mechanism (e.g. column 28, lines 3-5); moving a first 
portion of a fixation helix along a guide (column 7, lines 25-27). 

9. With respect to claims 3-4, Scheiner et al. disclose a piston has a recess wrapped around 
an outer surface thereof such that one or more portions of a recess are separated from one 
another by a non-recessed portion and at least a portion of a first portion of a fixation helix is 
disposed within a recess (claim 3) (e.g. see Fig. 39 herein below) and a recess has a helical shape 
(claim 4) (e.g. 920, grooves of external threads have a helical shape). 

10. Regarding claims 5-6, Scheiner et al. disclose a recess has a first width and a first width 
is less than a diameter of a first portion of a fixation helix (claim 5) (e.g. see Fig. 39 herein below 
where the diameter of the designated recess is less than the diameter of 970 that is wrapped 
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around it) and approximately 1/3 to 14 of a diameter of a fixation helix is disposed within a recess 
(claim 6) (e.g. see Fig. 39 herein below). 

1 1 . For claims 9-10, Scheiner et al. disclose a guide is a helical guide protruding from an 
inner surface of a housing (claim 9) and a segmented helical guide (claim 10) (e.g. element 930, 
insert, with internal threads 926 where the helical threads represent segments). 

12. Regarding claim 11, Scheiner et al. disclose a fixation helix is coupled with a piston 
along a recess extending inward from an outer surface of a piston (e.g. see Fig. 39 herein below, 
the attachment of the fixation helix, 970, on the indicated recess), a first portion of a recess 
separated from a second portion of a recess by a non-recessed piston portion (e.g. see Fig. 39 
herein below, the non-recessed portion separating the first portion of a recess from a second 
portion of a recess). 

13. With respect to claim 12, Scheiner et al. disclose a fixation helix has an inner diameter 
and a piston has an outer diameter, and an outer diameter is greater than an inner diameter prior 
to coupling a fixation helix with a piston (e.g. see Fig. 39 herein below). 

14. For claims 17 and 25, Scheiner et al. disclose an active fixation helix is recessed within 
an outer axial surface portion of a piston (claim 17) (e.g. see Fig. 39 herein below); a stop 
adapted to prevent over extension of a fixation helix from a lead body, a stop protruding around a 
portion of a piston (claim 25) (e.g. element 940; column 7, lines 3 1-33). 
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Portion of a recess separated from 
one another by a non-recessed 
portion (non-recessed portion also 
the outer diameter) (claims 3,11 
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fixation helix disposed within a 
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15. Claims 1-6, 8-12, 14-17 and 25 are rejected under 35 U.S.C 102(e) as being anticipated 
by Soltis et al., U.S. Patent 6,704,605. 

16. Regarding claims 1, 2, 8 and 14-16, Soltis et al. disclose a lead assembly (e.g. Fig. 1, 
element 10) comprising: a lead body (e.g. 12); a conductor (e.g. column 2, lines 15-16; column 
4, lines 16-17); a piston (e.g. Fig. 2A, element 36); a fixation/active fixation helix supported 
by/coupled with a piston/along a first longitudinal portion of a fixation helix (e.g. element 40 
attached at element 43), a drive mechanism including one or more helical drive grooves (e.g. 38, 
external threads); and a housing portion (e.g. 32) including a guide disposed on an inner surface 
thereoffguide extending from an inner surface of a housing and rideable within helical grooves 
(e.g. 34, internal threads) allowing at least one of advancing or retracting of a fixation helix 
relative to a lead body (e.g. Fig. 2A retracted fixation helix and Fig. 2B advanced fixation helix) 
and adapted to interact with a first portion of a fixation helix (last limitation in claim 15) (e.g. 40 
interacts with 38. NOTE: The helix interacts with the guide through the piston. It is noted that 
claim does not say that the guide interacts directly with the fixation helix); a piston electrically 
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coupled with a conductor and an active fixation helix supported by a piston (e.g. Figs. 2A-2B, 
element 40; column 4, lines 7-12 and 16-17). 

17. With respect to claims 3-4, Soltis et al. disclose a piston has a recess wrapped around an 
outer surface thereof such that one or more portions of a recess are separated from one another 
by a non-recessed portion, and at least a portion of a first portion of a fixation helix is disposed 
within a recess (claim 3) (e.g. see Fig. 2A herein below) and a recess has a helical shape (claim 
4) (e.g. element 38, external threads have a helical shape). 

18. Regarding claims 5-6, Soltis et al. disclose a recess has a first width and a first width is 
less than a diameter of a first portion of a fixation helix (claim 5) (e.g. the diameter of element 43 
is less than the diameter of 40) and approximately 1/3 to Vi of a diameter of a fixation helix is 
disposed within a recess (claim 6) (e.g. see Fig. 2A herein below). 

19. For claims 9-10, Soltis et al. disclose a guide is a helical guide protruding from an inner 
surface of a housing (claim 9) and a segmented helical guide (claim 10) (e.g. element 34 where 
the helical threads represent segments). 

20. Regarding claim 1 1, Soltis et al. disclose a fixation helix is coupled with a piston along a 
recess extending inward from an outer surface of a piston, a first portion of a recess separated 
from a second portion of a recess by a non-recessed piston portion (e.g. see Fig. 2A herein 
below). 

21 . With respect to claim 12, Soltis et al. disclose a fixation helix has an inner diameter and a 
piston has an outer diameter, and an outer diameter is greater than an inner diameter prior to 
coupling a fixation helix with a piston (e.g. see Fig. 2 A herein below). 
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22. For claims 17 and 25, Soltis et al. disclose an active fixation helix is recessed within an 
outer axial surface portion of a piston (claim 17) (e.g. see Fig. 2A herein below); a stop adapted 
to prevent over extension of a fixation helix from a lead body, a stop protruding around a portion 
of a piston (claim 25) (e.g. as shown in Fig. 2B, the mating/engagement of elements 34 and 38 
protruding around element 36 showing the helical fixation device in its fully extended position 
and preventing over extension of the fixation helix from the lead body at the point where 36 does 
not travel beyond 48). 



Outer diameter (claim 12) 



recess 




Portion of a recess separated from 
one another by a non-recessed 
portion (claims 3 and 11) 



(recess) ^^-Non-recessed portion 



Fixation helix, which 
has an inner diameter 
for claim 12 limitation. 



A portion of the 1 st portion of a 
fixation helix disposed within a 
recess (claims 3, 6, 11 and 17) 



Claim Rejections - 35 USC §103 
23. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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24. Claims 13 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Scheiner et al. as applied to claims 8 and 15 above, and in view of Bisping, U.S. Patent 
4,282,885. 

25. Regarding claims 13 and 18, Scheiner et al. disclose a fixation helix is coupled with a 
piston and an active fixation helix is mechanically coupled with a piston (e.g. as shown in Fig. 39 
herein above) but not along a helical recess (claim 13) and not via one or more groove portions 
separated by a non-recessed piston portion (claim 18). However, Bisping discloses a fixation 
helix is coupled along a helical recess (e.g. Fig. 6, element 22, screw-in helix, coupled along 
helical groove, 26) and an active fixation helix is mechanically coupled via one or more groove 
portions separated by a non-recessed piston portion (e.g. Fig. 6, element 22 and the raised 
portions created by element 26) to provide stable guidance for the relative movement between 
the helix and the piston during implantation and extraction. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to have modified 
the invention of Scheiner et al. to include a fixation helix is coupled along a helical recess and an 
active fixation helix is mechanically coupled via one or more groove portions separated by a 
non-recessed portion, as taught by Bisping to provide stable guidance for the relative movement 
between the helix and the piston during implantation and extraction. 

26. Claims 20-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Scheiner et 
al. and in view of Bisping, U.S. Patent 4,282,885. 

27. Regarding claims 20-21, Scheiner et al. disclose recessing at least a part of a first portion 
of a fixation helix within a piston (claim 20) and recessing approximately 1/3 to 14 of a diameter 
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of a fixation helix within a piston (claim 21) (e.g. as shown in Fig. 39 herein above), but 
Scheiner et al. do not disclose that a non-recessed portion of a piston separates successive turns 
of a fixation helix (claims 20 and 21). However, Bisping discloses a non-recessed portion 
separates successive turns of a fixation helix (e.g. Fig. 6, the raised portions of element 23 
created by the grooves, 26, represent the non-recessed portion and 22, screw-in helix, represents 
the successive turns of a fixation helix) to provide stability to the helical fixation element during 
implantation and extraction. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to have modified the invention of Scheiner et al. to 
include a non-recessed portion separates successive turns of a fixation helix, as taught by Bisping 
to provide stability to the helical fixation element during implantation and extraction. 

28. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Scheiner et al., 
and in view of Smits, U.S. Patent 4,31 1,153. 

29. Scheiner et al. disclose the essential features of the claimed invention as described above 
except for recessing at least a part of a first portion of a fixation helix within a helical groove. 
However, Smits discloses recessing at least a part of a first portion of a fixation helix within a 
helical groove (e.g. Fig. 5, elements 14, helical fixation coil, and 12, helical guide) to provide 
stability to the helical fixation element during implantation and extraction. Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made to have 
modified the invention of Scheiner et al. to include recessing at least a part of a first portion of a 
fixation helix within a helical groove of a piston, as taught by Smits to provide stability to the 
helical fixation element during implantation and extraction. 
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30. Claims 24 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Scheiner et al. as applied to claims 1 and 15 above, and in view of Berthelsen et al., U.S. Patent 
5,002,067. 

3 1 . With respect to claims 24 and 26, Scheiner et al. disclose a housing (e.g. 924), but not a 
molded component (claim 24) and a fluoromarker (claim 26). However, Berthelsen et al. 
disclose a molded component (e.g. Fig. 1, element 10, molded plastic electrode head) to add 
stability to the device for implantation and extraction and a fluoromarker (e.g. element 28, a 
radiopaque indicator ring) to allow a physician to determine the position and location of a 
fixation helix in a surgical procedure. Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have modified the invention of Scheiner et 
al. to include a molded component and a fluoromarker, as taught by Berthelsen et al. to provide a 
robust device and to provide vital assistance to a physician in a surgical procedure. 

32. Claims 13 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Soltis et 
al. as applied to claims 8 and 15 above, and in view of Bisping, U.S. Patent 4,282,885. 

33. Regarding claims 13 and 18, Soltis et al. disclose a fixation helix is coupled with a piston 
and an active fixation helix is mechanically coupled with a piston (e.g. Fig. 2A, element 40 
coupled to element 36 at its distal end, 43) but not along a helical recess (claim 13) and not via 
one or more groove portions separated by a non-recessed piston portion (claim 18). However, 
Bisping discloses a fixation helix is coupled along a helical recess (e.g. Fig. 6, element 22, 
screw-in helix, coupled along helical groove, 26) and an active fixation helix is mechanically 
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coupled via one or more groove portions separated by a non-recessed portion (e.g. Fig. 6, 
element 22 and the raised portions created by element 26) to provide stable guidance for the 
relative movement between the helix and the piston during implantation and extraction. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have modified the invention of Soltis et al. to include a fixation helix is coupled 
along a helical recess and an active fixation helix is mechanically coupled via one or more 
groove portions separated by a non-recessed portion, as taught by Bisping to provide stable 
guidance for the relative movement between the helix and the piston during implantation and 
extraction. 

34. Claims 24 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable over Soltis et 
al. as applied to claims 1 and 15 above, and in view of Berthelsen et al., U.S. Patent 5,002,067. 

35. With respect to claims 24 and 26, Soltis et al. disclose a housing (e.g. 32), but not a 
molded component (claim 24) and a fluoromarker (claim 26). However, Berthelsen et al. 
disclose a molded component (e.g. Fig. 1, element 10, molded plastic electrode head) to add 
stability to the device for implantation and extraction and a fluoromarker (e.g. element 28, a 
radiopaque indicator ring) to allow a physician to determine the position and location of a 
fixation helix in a surgical procedure. Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have modified the invention of Soltis et al. 
to include a molded component and a fluoromarker, as taught by Berthelsen et al. to provide a 
robust device and to provide vital assistance to a physician in a surgical procedure. 
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36. Claims 19, 22 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Soltis et al., U.S. Patent 6,704,605, and in view of Smits, U.S. Patent 4,31 1,153. 

37. Regarding claims 19 and 23, Soltis et al. disclose providing a lead assembly (e.g. Fig. 1, 
element 10) including: a lead body (e.g. 12); a conductor (e.g. column 2, lines 15-16; column 4, 
lines 16-17); a piston (e.g. Fig. 2A, element 36); a fixation helix (e.g. 40) supported by a piston 
at a first portion of a fixation helix (e.g. as shown in Fig. 2A herein above), a first portion of a 
fixation helix forming a drive mechanism (e.g. the movement of the fixation helix supported by a 
piston where fixation helix 40' s proximal end 42 is fixed to the distal end 43 of the piston 
member 36); a housing including a guide extending from an inner surface thereof (e.g. 32, 
housing; 34, internal threads); rotating a fixation helix (ABSTRACT, lines 6-8); and 
longitudinally driving a fixation helix with a drive mechanism (e.g. Fig. 2A retracted fixation 
helix and Fig. 2B advanced fixation helix). Soltis et al. do not disclose moving a first portion of 
a fixation helix along a guide. However, Smits discloses moving a first portion of a fixation 
helix along a guide (e.g. Figs. 4-10, element 12; column 2, lines 55-59; column 3, lines 30-31) 
to prevent possible harm to tissues and provide smooth passage through a vessel while extending 
and extracting the fixation device. Therefore, it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to have modified the invention of Soltis et al. to 
include moving a first portion of a fixation helix along a guide, as taught by Smits to prevent 
harm to tissue and provide smooth passage during implantation and extraction. 

38. With respect to claim 22, Soltis et al. disclose the essential features of the claimed 
invention as described above except for recessing at least a part of a first portion of a fixation 
helix within a helical groove. However, Smits discloses recessing at least a part of a first portion 
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of a fixation helix within a helical groove (e.g. Fig. 5, elements 14, helical fixation coil, and 12, 
helical guide) to provide stability to the helical fixation element during implantation and 
extraction. Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to have modified the invention of Soltis et al. to include recessing at 
least a part of a first portion of a fixation helix within a helical groove of a piston, as taught by 
Smits to provide stability to the helical fixation element during implantation and extraction. 

39. Claims 20-21are rejected under 35 U.S.C. 103(a) as being unpatentable over Soltis et al. 
and Smits, and further in view of Bisping, U.S. Patent 4,282,885. 

40. Regarding claims 20-21, Soltis et al. disclose recessing at least a part of a first portion of 
a fixation helix within a piston (claim 20) and recessing approximately 1/3 to Vi of a diameter of 
a fixation helix within a piston (claim 21) (e.g. as shown in Fig. 2 A herein above), but neither 
Soltis et al. or Smits disclose that a non-recessed portion of a piston separates successive turns of 
a fixation helix (claims 20 and 21). However, Bisping discloses a non-recessed portion separates 
successive turns of a fixation helix (e.g. Fig. 6, the raised portions of element 23 created by the 
grooves, 26, represent the non-recessed portion and 22, screw-in helix, represents the successive 
turns of a fixation helix) to provide stability to the helical fixation element during implantation 
and extraction. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the modified inventions of Soltis et al. and Smits 
to include a non-recessed portion separates successive turns of a fixation helix, as taught by 
Bisping to provide stability to the helical fixation element during implantation and extraction. 
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Conclusion 



41 . Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Terri L. Smith whose telephone number is 571-272-7146. The 
Examiner can normally be reached on Monday - Friday, between 7:30 a.m. - 4:00 p.m.. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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